w

oooooooooooooooooooooo

Scinomed’s New Plasmapheresis Platform.
Does it deliver...?

Stephan Walsemann MD, PhD
Medical Director Europe, Scinomed Deutschland GmbH



Who Is Scinomed? Scinomed

= Private Ltd Company registered in Harrogate in UK in 2008

= Business focused on manufacturing and marketing products to
serve the blood transfusion and blood processing industry with
Initial emphasis on source plasma for fractionation

= Scinomed’s values:
— Maintain the highest standards in safety, quality and reliability
— Maintain the highest ethical standards in all business practices
— ldentify opportunities to supply products and services which can add value
— Recognise the value of relationships and people in our activities
— Provide industry leading customer service and deliver as promised
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Scinomed's Quality Policy Statement Scinomed
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= Scinomed is committed to delivering safe, reliable and effective
medical products and services which add value and represent the
highest quality standards.

= The organisation is committed to continually improving the
effectiveness of the quality management system, setting quality
objectives and reviewing quality performance.

= The organisation commits to comply with the ISO13485 quality
management system standard for medical devices, statutory and
legal requirements

© Scinomed Deutschland GmbH
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blood processing solutions

= Scinomed Ltd has an
ISO 13485 certified 7,
Quality Management By
System

Harrog:ﬁﬁ EC Certificate TUVRheinland

(] HG1 2
- United Kingdom Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System |
Medical Devices

has established and applies a quality management system for medical devices |
for the following scope

(see attachment for scope included) Registration No.: HD 60144649 0001

TUVRheinland

Report No.: 15096156 005
Proof has been furnished that the requirements specified in ‘

Manufacturer: Scinomed Limited
. 1A York Road
EN ISO 13485:2016 Harrogate

HG1 2HL
United Kingdom

are fulfiled. The quality management system is subject to yearly surveillance.

and manufacturing

Certificate Registration No. SX 60129151 0001

LI ] sel t dus
O An audit was performed. Report No.: 15096156 003 i
This Certificate is valid unil 2020-07-30
Certification Body
« Expiry Date: 2024-05-27
DAKKS [
Dadkiit The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
ék;lrjﬂl‘“f“‘m 93/42/EEC have been met for the listed products. The above named manufacturer has established
16

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is required
Date 2018-10-12

= \&,kiu Notified Boggs\oA
. ~ Effective Date: 2 5 /&
TUV Rheinland LGA Products GmbH - T|Ilystraﬁe 2- 90431 Nurnberg
Tel: +49 221 806-1371 Fax: +49 221 8069935 e-makcertalditytde i wto 4% ﬁ

Date: 2019-11-25

Fuxiu shw\g

L] L] L]
m n e e \ TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90“‘3‘51 Nurnhevg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
aC I q u a I I a ‘ concerning medical devices with the identification number 0197.
{
2018 safety standards |

Stephan Walsemann MD, PhD
IPFA/EBA Workshop on Plasma Collection, Amsterdam, Jan. 14-15, 2020

© Scinomed Deutschland GmbH




@

Issues to consider Scinomed
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= Reliance on volunteer donors
= Safety and efficacy — for donor, patient and operator

= New technology and change — end to end process, importance of
GMP

= Supply chain & business continuity planning
= Confidence In quality and reliability of supply
= Risk and uncertainty

= Next 5to 10 years

© Scinomed Deutschland GmbH
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blood processing solutions

The New
Platform
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/
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Scinomed® r 3
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Plasma Collection Machine: Main Features Scinomed
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= Mode of action:

— Collection of plasma by automated
separation from whole blood by
centrifugation

= Main Features:
— High definition LCD display touch screen
— Alarm indicator with 360° viewing angle
— Donor information screens — left/right side
— Barcode/ RFID scanner
— Auto loading pumps with 3 rollers

— Advanced air detectors and blood flow
monitors

— Advanced optical sensors for cellular
detection

— Advanced plasma weigher

— Machine operates stand alone or in bi-
directional communication with donor
management systems

— System self test after each procedure

Stephan Walsemann MD, PhD
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Touch-Display as Interface to Operators Scinomed

blood processing solutions

= The screen...

— guides operators through set-up of
Donor: 6101251980 BVP: 175/175 the device

— Informs operators on the status of the
procedure like filling bowl, drawing,
returning, ...

— Operators can stop procedure at any
N time and adjust settings, like pump
Filling bowl... speed , cuff pressure

— Indicates the reason potential alarms

— In bi-directional communication with
DMS will additionally display relevant
Information between device and

. DMS, like:
Pump Cuff Plasma Saline DPM
- 80/80 + - 60 + — 00/600 (+ — 00/250 '+ * Operator-ID
Total time: 02:10 2016-3-17 12:00:00 - Disposables released?

* Donor released for donation?

. Stephan Walsemann MD, PhD
© Scinomed Deutschland GmbH P

IPFA/EBA Workshop on Plasma Collection, Amsterdam, Jan. 14-15, 2020



-

Roller-Pumps Scinomed
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= Brushless servo motors
— very accurate speed, low noise
— overload protection for safety

Stephan Walsemann MD, PhD
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Triple Roller Design Scinomed
3 RoIIer-Pump-I;ad
Tubing

= High accuracy smooth flow
due to continuous contact of
rollers with housing

Stephan Walsemann MD, PhD
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Barcode and RFID Scanner Scinomed'
Scan the operator barcode/RFID /_ I \
(@) b de/RFID: 8101251960 4:\.\
perator barcode : L
—
| Clear barcode J /\ . | /
*l Ciogeed ) = Reads barcodes, like:
— Disposable lot numbers
2016-3-17 12:00:00 . Opel’ator ID
o N
- s = u - Donor ID

— Unexpected events

Stephan Walsemann MD, PhD
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Bi-Directional Communication with DMS Scinomed

ood processing solutions

= A built-in WiFi-module enables the machine
to exchange information with DMS, like:
— ID of Operator, who works with machine
— Disposables released?
— Machine set-up finished
— Donor released?
— Unexpected events

— All process data and time stamps from
procedure

Stephan Walsemann MD, PhD
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Alarm Indicators on Top and Front Scinomed’

blood processing solutions

Scinomed

Top Alarm Indicator

DRAW

RETURN

CAUTION

WARNING

Front Alarm Indicator

Stephan Walsemann MD, PhD
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Alarm Indicator, Examples for Normal, , Warning Scinomed’
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= Pressure measured in
Donor blood line:
— Normal: -50 to 200 mmHg
— Warning limits:
* Drawing: < -80 mmHg
* Returning: 2 260 mmHg

Donor: 6101251980 BVP: 275/275 Cycle: 1

Collecting plasma

* -50 to -80 mmHg
* >200 to 260 mmHg

* |In case of caution-level,

Pump Cuff Plasma Saline PPM  PPM  PPM pump speed will be
S0/60 50 001600 s reduced automatically

Total time: 03:50 2016-3-17 12:00:00

Stephan Walsemann MD, PhD
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Donor Sreens Scinomed

FLOW: NORMAL

pLAsMA: 216

TARGET: 845

= Donor screens (right & left side)
on either side of the machine
iInform the donor about the
status of the procedure

Stephan Walsemann MD, PhD
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Flexible Settings

© Scinomed Deutschland GmbH

Common parameters Range of settings Defqult TEEME!
setting of change
Procedure PPP / FFP PPP /
Bowl Optics On/ Off Yes /
Draw Pump Speed 20~150ml/min 80 5
Return Pump Speed 20~150ml/min 80 5
Flow Ratio 8:1~22:1 16:1 1
PPP max. Plasma/ Cycle 0~300g 300 1
FFP max. Plasma/ Cycle 0~200g 100 1
Target Plasma 0~1000g 600 1
Permissible Error 0~50g 3 1
DRAW Cuff Pressure 0~100mmHg 60 1
Venipuncture Cuff Pressure 0~100mmHg 100 1
Saline Compensation Yes / No No /
Saline Volume 0~500ml 250 1
Smart Last Return Yes / No Yes /
Centrifuge Speed 6000~7500rpm 7000 50

Stephan Walsemann MD, PhD
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Flexible Assignation of Rights Scinomed

blood processing solutions

DRAW

i Permission
em
RETURN Operator Manager

DIAGNOSTICS | DRAW SPEED : i -
4 EXTENDED :
FUNCTION FLOW RATIO - E - ®

@ LANGUAGE CENTRIFUGE SPEED : 9
PERMISSIBLE ERROR :

CONFIGURATION SYSTEM TIME MAX. PLASMA/CYCLE -

BOWL OPTICS :
WLAN
PROCEDURE :

SELTINGS FFP VALUE :

CALIBRATION

VENIPUNCTURE C.P.:
SOFTWARE

NERSS DRAW CP.:

FAST MODE

PROCEDURE LOG

Operating instructions:
Select an item to modify.

) Stephan Walsemann MD, PhD
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Does It deliver?
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Validation Outcomes Scinomed
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= 7 Organizations validated Scinomed’s plasma collection machine
(Source or FFP-mode) In:
— Denmark
— Germany
— Hungary
— Netherlands
— 2 centers did not provide data

= Contamination results for:
— Leukocytes — White Blood Cells
— Platelets — Platelets
— Erythrocytes - Red Blood Cells
- Compared to EDQM Blood Guide limits

Stephan Walsemann MD, PhD
IPFA/EBA Workshop on Plasma Collection, Amsterdam, Jan. 14-15, 202
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Validation OQutcomes

= Resisual Cell data available from 5 of 7 organizations

— 4 centers: Source plasma mode (“PPP”)
— 2 center FFP and 1 leuco-reduced FFP

= Residual cells in source plasma validations by center:

SPC6+ @ SPC6+ @
Centre 3 Centre 4 EDQM Guide
(n=14) (n=45)

SPC6+ @Centre | SPC6+ @

Centre 2 (n=12)

RBC (10%/1) 0.057778 0.018 0.00143 0.04 <6.0

WBC (109/1) 0.002778 0.00178 OO((:]2_74£; 0.00225 <0.1

PLT (10%/1) 28.22222 4.59 37.64 20.87 <50

Stephan Walsemann MD, PhD
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Validation Outcomes: Source Plasma Scinomed
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= Mean values accross all centers for source plasma (n=161):

- SPC6+ 4 centres, n=161 EDQM Guide

RBC
WBC 0.00239 <0.1
(109/1) (n=151) '

22.8306 <50

= Residual cells in donations with Scinomeds machine are
substantially below the limits of EDQM's Blood Guide

Stephan Walsemann MD, PhD
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Validation Outcomes: Source Plasma Scinomed

ood processing solutions

= Range by cell-type and center:

Centre and Cell-Type EDQM-limit
Centre 1 WBC range (10°/) 0-0.025 <0,1
Centre 2 WBC range (10%/) 0-0.0046 <0,1
Centre 3 WBC range (10%/) 0-0.004 <0,1
0.00029-
9
Centre 4 WBC range (10%/1) 0.00770 <0,1
Centre 1 RBC range (1091) 0-0.2 <6,0
Centre 2 RBC Range (10%/) 0.008-0.036 <6,0
Centre 3 RBC Range (10%/) 0-0.01 <6,0
Centre 4 RBC Range (10%1) 0.001-0.15 <6,0
Centre 1 PLT range (10°/1) 10-70 <50
Centre 2 PLT range (10°/1) 0-9.17 <50
Centre 3 PLT Range (1091) 20-73 <50
Centre 4 PLT Range (1091) 4.17-51.24 <50

Stephan Walsemann MD, PhD
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Source Plasma: Quality Data Comparison with PCS2  scinomed
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= From one center, data is available for comparison with PCS2

= Data from Kedplasma Hungary, Miskolc

— 45 donors each on Scinomed machine and Haemonetics PCS2
Scinomed Machines in PPP Mode — standard factory settings

= Qutcome:

Scinomed @ | Haemonetics | Haemonetics
Miskolc @ Miskolc O EDGl- EDQM Guide
(n=45) (n=45) Symposium limits

_ _ (Jan. 2019)

RBC (10°/) 0.057778 0.466667 0,24 < 6.0 x 10°/L
WBC 9

(10%71) 0.002778 0.006289 0,0116 < 0.1 x10%L
PLT (10°/) 28.22222 38.0444 33,0 < 50 x 109L

= Residual cells in donations with iPCM are...
— substantially below the limits of EDQM's Blood Guide
— substantially below PCS2 contamination

) Stephan Walsemann MD, PhD
© Scinomed Deutschland GmbH P
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Source Validation: Residual Platelets Scinomed

blood processing solutions
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= Few residual platelets are above EDQM-limit

) Stephan Walsemann MD, PhD
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Source Validation: Residual Leucocytes Scinomed

blood processing solutions

0,1 EDQM-limit
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= Residual leucocytes are substantially below EDQM-limit

Stephan Walsemann MD, PhD
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Source Validation: Residual Red Cells Scinomed

blood processing solutions

6 EDQM-limit

s

® RBC 5PC6+ Centre 1
RBC Haemonetics Centre 1
RBC SPC6+ Centre 2

® RBC SPCo+ Centre 3

RBC Count (10%/1)
(W8]

[

RBC SPC6+ Centre 4
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= Residual red cells are substantially below EDQM-limit

) Stephan Walsemann MD, PhD
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Validation in FFP Setting Scjr;pr?;%g!@
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= 2 centers validated in FFP setting:

SPC6+ @Centre 2 and 5 Range EDQM Guide
Mean (n=15) g (FFP)

RBC (10%1) 0.02688 0-0.256 <6.0
WBC (10%1) 0.00493 0.00083-0.01642 <0.1

PLT (10%1) 8.7348 0-31 <50

= 1 center provided limited data on FFP-leuco-depleted setting:

EDQM Guide*
(FFP —leuco-
depleted)

SPC6+ @Centre 5 Mean
(n=6)

RBC (10%1) 0.0354 0.028-0.042 <6.0
WBC (109/1) 0.36 0.17-0.85 <1 (per unit)

PLT (1091 20.667 11-33 <50

Stephan Walsemann MD, PhD
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Further Data from Validation & Routine Operation Scinomed

= Time for collection of 650 — 850 ml (n= 45): 29 - 43 minutes

= Another validation based on 52 donations (cross-over design Scinomed vs.
PCS2):.
— 10% higher albumin level (sign.)
— 10% higher IgG level (ns.)

= Oral communication from a fractionator confirmed...
— higher yield of IgG in pools from Center with IPCM (than with PCS2)

= Since Feb. 2019: More than 12.000 routine procedures with Scinomed's
machine:

— Preliminary data shows a reduction of donor adverse events of one third compared to
PCS2 (hematoma, cardio-vascular)
» This data will be further evaluated

— Feedback from donors is positive because...
* Low noise
« Hardly any pumping hand needed to maintain blood flow
» Donor screen

Stephan Walsemann MD, PhD
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Summary Scinomed’

= Scinomed is committed to customer needs, safety and quality

= The new platform delivers:
— Up-to date and future proof technology
— Easy installation of sets
— High quality plasma / low residual cells
— More comfort & safety to the donor

— Enhancing GMP-compliance by building in customer’s processes in bi-
directional communication

— Optimize plasma center efficiency through data generation

— And not to forget, the new platform :
* Is the eco-friendliest machine on the market (150 Watt max.)
* has 2 years of warranty

Stephan Walsemann MD, PhD
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Thank you for
your attention!
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Scinomed Ltd.
Tel: +44 1423 538 758
Email: info@scinomed.com
Web: www.scinomed.corp
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